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WARNING LETTER WL-102-02

Dear MS ‘niw,

The I?md and Drug Administration (FDA) has irdbrrnatkm which slxms your firm violated the
Federal Food, Dreg, and Cosmetic Act and referenced provisions of the United Skates Code
(-U.S. C).

Entry N1.-mber Product Invoiced @m2tity Pm5val Date
T76-0K?3268- 1/3/1 Frozen Spring Roil * mrtcms 4/23/01

Frozen. Spring Roll offered for import into tkie United States by your fin-n was sanqled by FDA
and detained m June 1, 2001 since the article was found to be adulterated with Sahnonda, a
poisonous ad deleterious substance which may render it injurious to kalt~ with the meaning
dtlle Food, Drug& Cosmetic Act 402(a)(l).

This article w-asRefbsed Admission on My 2,2001. Arran
product under FDA sqmvision”at~

?!.,.
. .,

II, ZOOI. D&g the destruction our tivestigation revealed significant dkrepanc~es:
~ Five additioml va.riatims oft~e retail unit label Tnese variations kckkxi an altered

ingredient, net weigM and firm statement and label fomt nmdfications.

~ Original master carton label, ident~led by the sampling FDA. investigator, consisted of red
lettering and a white box. During ‘he destruction the first top three rows oft~e pallet were
identified as the mentioned original master carton label and the remainder w-asnot. T3e
remaining master carton labels cmsiited of an adhesive label with black lettering placed m a
white box originally labeled as “***FROZEN STEAMED I!AACKEREL FISH***”.

YO-IW actionsa-fixJtigltig an entryfound to be violative for tie presence OfS’ahnOiwUa,a
noismmus and -dekterious substance, w-it13other prciiuct has caused tb.is entzy to be adukrated~
:Niti the -meaning of 2 lLTSC342(b)(2).



Tine fokwing are previous entries whereby product was presented for destruction under ~FDA
B

supervision and found adulterated within the meaning of 21V-SC 342(b)(2) , and annotated on
the Customs Form 3499 (Applicatim and Approval to Manipulate, Examine, Sample or Transfer
Goods):

Entry Number
880-0025673-0/3/1
880-0026223-3/7/1 ‘‘

In addition both entries listed

Product
Black Pepper
Dried Bamboo Shoot r

we~e FDA sampled, detained and Refised Admission since the
-products were found to be adulterated in whole or in part of a filthy, putrid, or decomposed
substance or otherwise unfit for foot within the meaning of the Food, Drug & Cosmetic .Act
W2(a)(3).

Failure to promptly correct this violation and prevent fbture violations may result in requiring
tit fbture shipments be held in secured storage. Secured storage will be under the supervision
and direction of U. S. Customs, such as in a bonded warehouse. You will be responsible for all
costs incurred at secured s’torage as well as to ensure that imported product meets all
requirements of the Federal Food, Drug, and Cbsmetic Act and the regulations promulgated
thereunder.

Within 15 working days of receipt of-his letter, please noti& this off~ce in writing of the specific
steps ym have taken to correct the violatio~ including an explanation of each step being taken to
prevent the recurrence of the violation.

A copy oftlis letter, except for any confidential, personal, or commercial information will be
placed on public display no earlier than fifteen ( 15) days ai-ler the date of this letter. Your
response w-Wbe on public display with any confidential, personal, or commercial information
purged.

Please send your reply to Food and Drug Administration, Attention: Rnh 1?.Dixon, Con@knce
Officer, 222 West C+hStreet, Suite 9’00, SkinPedro, CA 90731. If you have questions regarding
any issue in this letter, please contact Ms. Dixon at (310)83 1-6123, ext. 155.

—
Sincerely,

. —.~q

District Director


